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established by a verified statement previously submitted 
A verified statement to establish small entity status under 37 C.F.R 1 9 and 
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TATES PATENT AND TRADEMARK OFFICE 




Examiner: To be determined; Art Unit: 1615 
>ARe: Application of: Robert F. KAIKO et al. 
| Serial No.: 10/694,559 



For: 



Filed: 



October 27, 2003 



OPIOID AGONIST/ANTAGONIST COMBINATIONS 



INFORMATION DISCLOSURE 
STATEMENT UNDER 37 C.F.R. S 1.56 



Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 



July 1, 2004 



Sir: 



In accordance with the provisions of 37 C.F.R. § 1 .97, Applicants hereby make of record 
the documents listed on the accompanying Form PTO-1449 (24 sheets) for consideration by the 
Examiner in connection with the examination of the above-identified patent application. 

Pursuant to 37 C.F.R. § 1.98 (a), the foreign patent documents and non-patent references 
listed on sheets 1-24 of the attached Form PTO-1449 are enclosed. If it is determined that any of 
the listed references are not of record in the parent application or presently enclosed, the 
Examiner is requested to contact the undersigned so that a copy can be forwarded. 

Applicants also respectfully advise the Examiner of the following U.S. Patents and co- 
pending U.S. Patent Applications which are commonly assigned to the owners of the instant 
application: 

U.S. Application Serial No. 09/992,936, entitled " Opiod Agonist/Opioid Antagonist 
Acetaminophen Combination", filed November 5, 2001, which is a continuation of 
U.S. Application Serial No. 09/503,020 filed February 11, 2000 entitled "Opioid Agonist/Opioid 
Antagonist/ Acetaminophen Combinations", now U.S. Patent No. 6,375,957, issued April 23, 
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2002, which is a continuation in part of U.S. Application Serial No. 09/218,662, "Opioid 
Agonist/ Antagonist Combinations", filed December 22, 1998, now U.S. Patent No. 6,277,384, 
issued August 21, 2001, listed as reference WG on the attached Form PTO-1449; 

U.S. Application Serial No. 10/665,735, entitled "A Method of Preventing Abuse of 
Opioid Dosage Forms", filed September 18, 2003, which is a continuation of U.S. Application 
Serial No. 09/815,162, now U.S. Patent No. 6,627,635, issued September 30, 2003, listed as 
reference XI on the attached Form PTO-1449; 

< 

U.S. Application Serial No. 10/747,865, entitled "Controlled Release Compositions 
Containing Opioid Agonist and Antagonist", filed December 29, 2003, which is a continuation of 
U.S. Application Serial No. 09/781,076, now U.S. Patent No. 6,716,449, issued April 6, 2004, 
listed as reference XJ on the attached Form PTO-1449; 

U.S. Application Serial No. 10/689,866 filed October 21, 2003; 10/701,041 filed 
November 4, 2003; 10/700,861 filed November 4, 2003; 10/700,893 filed November 4, 2003; 
and 10/700,906 filed November 4, 2003, which are all continuations of U.S. Application Serial 
No. 09/781,081, entitled "Tamper-Resistant Oral Opioid Agonist Formulations", now U.S. 
Patent No. 6,696,088, issued February 24, 2004; listed as reference XK on the attached Form 
PTO-1449. 

U.S. Application Serial No. 10/213,919, entitled "Opioid Agonist Formulations with 
Releasable and Sequestered Antagonist", filed August 6, 2002; 

U.S. Application Serial No. 10/389,238, entitled "Naltrexone Hydrochloride 
Compositions", filed March 14, 2003; 

U.S. Application Serial No. 10/214,408, entitled "Sequestered Antagonist Formulations", 
filed August 6, 2002; and 

U.S. Application Serial No. 10/199,972, entitled "Pharmaceutical Combinations of 
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Oxycodone and Naloxone", filed July 18, 2002. 



200.1 102CON3 



Pursuant to 37 C.F.R. § 1.98 (a)(2)(iii), the Examiner's attention is directed to Exhibit A , 
attached herewith, which contains the following: 

(i) the claims of pending U.S. Application Serial No. 09/992,936, which has the same 
specification as U.S. Patent No. 6,375,957, listed as reference XE on the attached Form PTO- 
1449; 

(ii) the claims of pending U.S. Application Serial No. 10/665,735, which has the same 
specification as U.S. Patent No. 6,627,635, listed as reference XI on the attached Form PTO- 
1449; 

(iii) the claims of pending U.S. Application Serial No. 10/747,865, which has the same 
specification as U.S. Patent No. 6,716,449, listed as reference XJ on the attached Form PTO- 
1449; 

(iv) the claims of pending U.S. Application Serial Nos. 10/689,866; 10/701,041; 
10/700,861; 10/700,893; and 10/700,906, which have the same specification as U.S. Patent No. 
6,696,088, listed as reference XK on the attached Form PTO-1449; and 

(v) the specifications and claims for pending U.S. Applications Serial Nos. 10/213,919, 
10/214,408, 10/389,238 and 10/199,972. 

It is respectfully requested that the references cited in the accompanying Form PTO-1449 
(24 sheets) be considered and made of record. 
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200.1 102CON3 



This Information Disclosure Statement is filed under 37 C.F.R. § 1.97 (b), before the 
mailing of a first Office Action on the merits. Accordingly, no fee is believed due. In the event 
any additional fee is due or any overpayment made in connection with the filing of this 
Information Disclosure Statement, the Commissioner is hereby authorized to charge said 
deficiency or credit overpayment to our Deposit Account No. 50-0552. 



Respectfully submitted, 

DAVIDSON, DAVIDSON & KAPPEL, LLC 




Davidson, Davidson & Kappel, LLC 
485 Seventh Avenue, 14 th Floor 
New York, New York 10018 
(212) 736-1940 
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Foss, J.F., et al.Abstract, "Prevention of Apomorphine- or Cisplatin- induced emesis in the dog by combination of Methyl naltrexone and 
Morphine\Cancer Chemother Pharmacol (1998); 42(4):287-91. 




AP 


Yuan et al., "Efficacy of Orally Administered Methylnaltrexone in Decreasing Subjective Effects After Intravenous Morphine", Drug and Alcohol 
Dependence (1998); 52:161-165. 




AQ 


Gan et al., "Opioid-S paring Effects of a Low-Dose Infusion of Naloxone in Patient-Administered Morphine Sulfate," Anesthesiology (1997), 87(5):1075- 
1080. 




AR 


Shen et al., "Ultra-Low Doses of Naltrexone or Etorphine Increase Morphine's Antinocieceptive Potencey and Attenuate Tolerance/Dependence in 
Mice; Brain Research (1997), 757:176-190. 




AS 


Yuan et al., "The Safety and Efficacy of Oral Methylnaltrexone in Preventing Morphine-induced Delay in Oral-Cecal Transit Time", Clinical Trials and 
Therapeutics (1997), 61:467475. 




AT 


Mendelson J., et al, "Buprenorphine and Naloxone Interactions in Opiate Dependent Volunteers," Clin. Phar. Ther. (1996), 60:105-1 14. 




AU 


Walsh et al., "Effects of Naltrexone on Response to Intravenous Cocain, Hydromorphone and their Combination in Humans," (1996). 
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Crain et al., "Ultra-Low Concentrations of Naloxone Selectively Antagonize Excitory Effects of Morphine on Sensory Neurons, Thereby Increasing Its 
Antinociceptive Potency and Attenuating Tolerance/Dependence During Chronic Cotreatment," Proc. Natl. Acad. Sci. USA (1995) 92:10540-10544. 
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Hanson, Analgesic, Antipyretic and Anti-Inflammatory Drugs in Remington's Science and Practice of Pharmacy (1 995), 2:1 207. 
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Talwin NX, Physician's Desk Reference 48 th Ed. (1994) Montvale, NJ 2120-2121. 
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Foss et al., "Dose related Antagonism of the Emetic Effect of Morphine by Methylnaltrexone in Dogs",J. Clin Pharmacol (1993), 33:747-751 i 
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Holmes et al., "Inhibiting Spinal Dynorphin A Component Enhances Intrathecal Morphine Antinocicption in Mice", Anesth. Analg. (1993), 77:1166-73. 
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Miakowski et al., "Inhibition of Spinal Opioid Analgesia by Supraspinal Administration of Selective Opioid Antagonists", Brain Research (1992), 30:263- 
274. 
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Gonzalez et al., "Naltrexone: A Review of its Pharmacodynamic and Pharmacokinetic Properties and Therapeutic Efficacy in the Management of Opioid 
Dependence," Drugs (1988), 35:192-213. 
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Sunshine, et al., "Analgesic Efficacy of Pentazocine Versus a Pentazocine-Naloxone Combination Following Oral Administration," Clin. J. Pain (1988), 
4:35-40. 
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Wang et al., "Crossover and Parallel Study of Oral Analgesics," J. Clin. Pharmacol (1981), 21:162-168. 
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Translation of German patent application DE 43 25 465 
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